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8.1 WHO Standards and Operational Guidance for Ethics Review of Health-Related Research with
Human Participants. Geneva: WHO Press, 2011.
8.2 ICH HARMONISED GUIDELINE INTEGRATED ADDENDUM TO ICH EG(R1): GUIDELINE FOR
GOOD CLINICAL PRACTICE EB(R2) Current Step 4 version, dated 9 November 2016.
8.3 Federal Policy for the Protection of Human Subjects. Federal Register /Vol. 82, No. 12
[Thursday, January 19, 2017 /Rules and Regulations. P.7259-7274. (The Common Rule)
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